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DETAILED ACTION 

1 . Applicant amended claims 1,19, and 2 1 . 

2. Claim 3 is canceled. 

3. Claims 1, 2, 4-21, and new claims 22 and 23 of US Application 10/517014, filed 11/28/2003 
are examined on the merits. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1, 2, 4-7, 10, 11, 14, 16, 17-19, 21, and 23 are rejected under 35 U.S.C. 102 (b) as 
being anticipated by Juster et al. (US 3,934,721). 

6. In Re claim 1, Juster discloses a catheter with a conduit for draining body fluid from at 
least one inlet opening B (Fig. 3) in the proximal, insertable, end of the catheter to at least one 
outlet opening, said catheter comprising first 31 (Fig. 3) and second 35 (Fig. 3) parts, wherein the 
first part forms the proximal end, and the second part forms the distal end, the first and second 
parts having different cross- sectional size and/or shape and being joined in a fixed connection, 
and the first part is at least partly encapsulated in a tube sheath (sleeve) 21 (Fig. 3) to leave at 
least a portion 35 (Fig. 3) of the second part of the catheter uncovered by the sleeve, said sleeve 
21 (Fig. 3) being attached to the catheter with a seal that forms a liquid and/or bacteria tight 
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barrier to maintain sterility of at least the encapsulated portion of said first part. (See Col. 1, In. 
65-68; Col. 2, In. 13-15; Fig. 3). 



Since the tube sheath 21 is formed of elastic material capable of self-retaining and 
restoring its own cylindrical form (Col. 2, In. 28-32) it is interpreted as a sleeve and the sleeve is 
frictionally attached to the shaft (Col. 4, In. 65-69), which means it is sealed. 

7. In Re claim 2, Juster discloses the catheter, wherein the sleeve is detachably attached to 
the outer surface of the catheter (See Fig. 3). 

8. In Re claim 4, Juster discloses the catheter, wherein the first part is entirely encapsulated 
by the sleeve 21 (See Fig. 3). 

9. In Re claims 5 and 7, Juster discloses the catheter, wherein the at least one inlet opening 
B (Fig. 3) is sealed by a detachable closure 21 (Fig. 3). 
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10. In Re claim 6, Juster discloses the catheter, wherein the closure forms part of the sleeve 
(See Fig. 3, c. 27). 

11. In Re claim 10, Juster discloses the catheter, wherein the first 3 1 and second 35 parts are 
made in one piece (Fig. 3). 

12. In Re claim 1 1 , Juster discloses the catheter, wherein the second part is made with a 
higher bending moment than the first part (See Fig. 3). 

11. In Re claim 14, Juster discloses the catheter, wherein the second part includes a 
connecting element for connection to a receptacle for collection of the body fluid (See Col. 2, In. 
13-15; Fig. 3, c. 35, 37). 

12. In Re claim 16, Juster discloses the catheter, wherein the sleeve is made from a 
dimcnsionally stable material (See Col. 2, In. 25-26). 

13. In Re claim 17, Juster discloses the catheter, wherein the sleeve forms part of a package 
for encapsulation of the first and the second parts in individual compartments (See Fig. 1). 
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14. In Re claim 18, Juster discloses the catheter, wherein the sleeve or the first or the second 
part is made from a thermoplastic material (See Col. 2, In. 52-53). 

15. In Re claim 19, Juster discloses the catheter wherein said seal remains intact 
during both storage and use of said catheter so that sterility is maintainable within the 
sleeve during direct contact with the second part (See Figs. 1 and 3). 

16. In Re claim 2 1 , Juster discloses a sleeve for a catheter with inlet openings in its insertable 
end, said sleeve comprising an oblong body with a cavity for sealingly enclosing at least a part of 
the catheter and an opening for inserting the catheter into the cavity, said cavity forming a cap 
portion covering the inlet openings of the catheter when the catheter is arranged in the cavity, 
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said sleeve including a seal member opposite said cap portion that sealingly secures said sleeve 
to said catheter to form a liquid and/or bacteria tight barrier therebetween. (See Col. 1, In. 65; 
Col. 2, In. 60-62; Fig. 1 and 2). 

Since the tube sheath 21 is formed of elastic material capable to self-retain and restore its 
own cylindrical form (Col. 2, In. 28-32) the sleeve is fully capable of sealing the connection with 
the catheter on the distal end A (Fig. 3) of the sleeve 21, and consequently provides liquid and/or 
bacteria tight barrier. Therefore the distal end A (Fig. 3) of the sleeve 2 1 has been interpreted as 
a seal member opposite the cap portion. 

17. In Re claim 23, Juster discloses a catheter with a conduit for draining body fluid from at 
least one inlet opening B (Fig. 3) in a proximal, insertable, end of the catheter to at least one 
outlet opening, said catheter comprising a first 3 1 (Fig. 3) part forming the proximal end and a 
second 35 (Fig. 3) part forming the distal end, the first and second parts being linearly arranged 
and joined in a fixed connection, said catheter in a storage configuration having the first part at 
least partly encapsulated in a tube sheath (sleeve) 21 (Fig. 3) to leave at least a portion 35 (Fig. 
3) of the second part of the catheter uncovered by the sleeve, said sleeve 21 (Fig. 3) being 
attached to the catheter in said storage configuration with a seal that forms a liquid and/or 
bacteria tight barrier between the sleeve and the catheter where attached to one another to 
maintain sterility of at least the encapsulated portion of said first part while said uncovered 
portion of the second catheter part remains exposed for handling thereof (See Col. 1, In. 65-68; 
Col. 2, In. 13-15; Fig. 3). 

Since the tube sheath 21 is formed of elastic material capable to self-retain and restore its 
own cylindrical form (Col. 2, In. 28-32) the sleeve also is fully capable of sealing the connection 
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with the catheter on the distal end A (Fig. 3) 
and/or bacteria tight barrier. 
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sleeve 21, and consequently provides liquid 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject matter 
sought to be patented and the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

18. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 



19. Claims 9, 12, and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Justeretal. (US 3,934,721). 
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20. In Re claim 9, Juster discloses the claimed invention except for a particular 
parameter of length ratio between first and second parts of the catheter. 

The length ratio between first and second parts of the catheter depends of the 
character of manipulations desired and material parts of the catheter are made of, and 
therefore is the matter of optimization. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to elect the length ratio 
between first and second parts of the catheter depending of manipulation desired and 
material parts of catheter are made of, since it only involves routine skills in the art. 

21. In Re claim 12, Juster discloses the claimed invention except for a catheter, 
wherein the second part is made with a higher surface friction than the first part. 

Difference in surface friction of the catheter parts depends of the character of 
manipulations desired and material parts of the catheter are made of, and therefore is 
the matter of optimization. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to adjust the surface friction of the catheter 
parts depending of manipulation desired and material parts of catheter are made of. 

22. In Re claim 13, Juster discloses the claimed invention except for a particular 
parameter of the radial size ratio between parts of the catheter. 

The radial size ratio between parts of the catheter depends of the character of 
manipulations desired and material parts of the catheter are made of, and therefore is 
the matter of optimization. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to elect the radial size ratio between parts 
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of the catheter depending of manipulation desired and material parts of the catheter 
are made of. 

23. Claims 8 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Juster et 
al. (US 3,934,721) in view of D' Amico (US 5,429,613). 

24. In Re claims 8, Juster discloses the claimed invention discussed above, but does not 
expressly disclose the catheter wherein the first and second parts are made from different 
materials. 

DAmico teaches an invasion device, wherein the first and second parts are made from 
different materials (See Fig. 1 ), since needle made of metal and cylinder made of plastic. 
Please note that injection assembly and catheter both belong to invasion devices. 




It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the catheter of Juster with the first and second parts 
are made from different materials, as taught by DAmico, because such modification would 
improve the manipulation features of the device. 
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25 . In Re claim 22, Juster discloses the claimed invention discussed above, but does not 
expressly disclose the catheter wherein the seal member is a radially inwardly directed flange 
that engages with a complementary structure on said catheter to removable lock said sleeve in 
position on said catheter. 

DAmico teaches the invasion device, wherein the seal member A is a radially inwardly 
directed flange that engages with a complementary structure on said device to removably lock 
the sleeve 18 in position on said device (See Fig. 1). 

It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the catheter of Juster with the seal member A is a 
radially inwardly directed flange that engages with a complementary structure on said device to 
removably lock the sleeve in position on said device, as taught by DAmico, because such 
modification would convenience the operation of the device. 

26. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Juster et al. (US 
3,934,721) in view of Starke et al. (US 5,147,341). 

27. In Re claim 15, Juster discloses a catheter discussed above, but does not expressly 
disclose a catheter, wherein the outlet opening is in fluid connection with a receptacle for 
collection of the body fluid. 

Starke teaches that it is known the outlet opening is in fluid connection with a receptacle 
for collection of the body fluid (See Col. 2, In. 51-55). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify a catheter of Juster with the outlet opening is in fluid connection 
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with a receptacle for collection of the body fluid, as taught by Starke because such modification 
would provide a urine collection. 

28. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Robert W. Juster 
et al. (US 3,934,721) in view of Yeongchi Wu et al. (US 4,204,527). 

Juster discloses a catheter discussed above, but does not expressly disclose a catheter 
made for draining urine from a bladder or urinary tract. 

Wu teaches that it is known to use a catheter made for draining urine from a bladder or 
urinary tract (See Abstract, In. 4-5). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify a catheter of Juster with a catheter made for draining urine from a 
bladder or urinary tract, as taught by Wu because such modification would provide draining 
urine from a bladder or urinary tract. 

Response to Arguments 

29. Applicant's arguments filed 12/08/2007 have been fully considered but they are not 
persuasive. Applicant argues that the sheath in Juster is not attached to the catheter and certainly 
is not sealed thereto so as to form a liquid and/or bacteria tight barrier. 

However the tube sheath 2 1 , which is interpreted as a sleeve, is formed of elastic material 
capable of self-retaining and restoring its own cylindrical form (Col. 2, In. 28-32), and the sleeve 
is frictionally attached to the shaft (Col. 4, In. 65-69), which means it is sealed. Therefore, since 
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the structural limitations are met by Juster, the sheath of Juster is fully capable of protecting the 
sterility or being a liquid tight. 

30. Applicant further argues that no portion of the outer package 13 of Juster is attached to 
the catheter. 

However since the sleeve 21 is disposed within the outer package 13, it is a part of the 
package, and thus meets the limitations of claim 17. 

Applicant argues that the outer package cannot be interpreted as a sleeve. 

It is noted that the Examiner has never interpreted the outer package as a sleeve. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ILYA Y. TREYGER whose telephone number is (571)270-3217. 
The examiner can normally be reached on 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ilya Treyger 

Examiner 

AU3761 



/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



